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REMARKS 

Claims 1-10, 12-17 and 19-45 stand cancelled as being drawn to non-elected 
subject matter. Claims 1 1 and 18 have been amended and new claims 46-49 are 
added. No new matter has been added by virtue of the within amendments; support 
therefor can be found throughout the specification and original claims of the application. 
For instance, support for amended claims 1 1 and 18 can be found at page 56, lines 1- 
10. Likewise, support for new claims 46 and 47 can be found at page 57, lines 8-15; 
and support for new claims 48 and 49 can be found at page 57, lines 16-26. 

The amended claims and newly presented claims are believed to obviate 
each of the rejections of record. Additionally, Applicant makes these amendments 
without prejudice to pursuing the original subject matter of this application in a later filed 
application claiming benefit of the instant application, including without prejudice to any 
determination of equivalents of the claimed subject matter. 

Referring now to the Office Action, claims 1 1 and 18 were objected to on the 
grounds that they contain non-elected subject matter. The noted claims have been 
amended and no longer recite "SEQ ID NO: 2." Withdrawal of the objection is therefore 
requested. 

Claims 11 and 18 stand rejected under 35 USC §101 and §112, 1 st paragraph, 
on the grounds of utility. The position is taken that the claimed invention is allegedly not 
supported by either a specific and substantial asserted utility or a well-established 
utility. 

The rejections are traversed and Applicant submits that the claimed invention 
fully satisfies the requirements of 35 USC §101 and §112, 1 st paragraph. [A 
Supplemental IDS is submitted concurrently herewith in order to ensure proper 
consideration of each of the documents mentioned in these remarks.] 

Attention is directed to Example 1, for example, where it is shown that an 
endogenous ligand to TGR7 is p-alanine (see Figures 1 and 3). Also, as disclosed on 
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page 39, lines 7-8 of the specification, p-alanine is structurally akin to glycine or GABA, 
which is an inhibitory neurotransmitter. Further, it has been considered that p-alanine is 
an inhibitory neurotransmitter [see, e.g., DeFeudis, F.V. and Martin del Rio, R., Gen 
Pharmacol., 8: 177-180 (1977); Usherwood, P.N..R., Advances in Comparative 
Physiology and Biochemistry, 7: 256-257 (1978)]. 

Still further, as shown in Example 6, TGR7 is specifically expressed in neurons 
of dorsal root ganglion (DRG), which mediates the transmission of pain or itch. In 
addition, Shinohara et al. revealed that TGR7 mRNA is co-expressed with a purinergic 
receptor (P2X 3 ) and a vanilloid receptor (VR1) in the sensory neurons of the DRG [J. 
Biol. Chem., 279: 23559-23564 (2004)]. 

Thus, in view of the foregoing, it is respectfully submitted that one skilled in the 
art can readily appreciate that TGR7 regulates a function of the DRG, a sensory 
transmittance via p-alanine. Since a compound that acts upon TGR7 may strongly 
activate or suppress the function of TGR7 as compared to p-alanine, it follows then that 
the compound can be useful as a therapeutic agent for sensory abnormality such as 
pain and itch. Accordingly, the present invention has definite utility and fully meets the 
relevant requirements of U.S. patent law. 

In view thereof, reconsideration and withdrawal of the utility rejections under 
§101 and §112, 1 st paragraph, are requested. 

Claims 1 1 and 18 also stand rejected under 35 USC §112, 1 st paragraph, on 
the grounds of written description. 

It is expressly acknowledged that Applicant had possession of a nucleic acid 
molecule which encodes a protein having the amino acid sequence of SEQ ID NO: 4. 
However, the position is taken that adequate written description is lacking for the full 
scope of the claims. 
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While it is believed that the original claims meet the written description 
requirement of 35 USC §1 12, 1 st paragraph, the claims have been amended to expedite 
allowance of the application. Terms such as "substantially the same," "partial peptide" 
no longer appear in the pending claims, thus obviating the rejection. Accordingly, 
reconsideration and withdrawal of the §112, 1 st paragraph, rejection are requested. 

Claims 1 1 and 18 stand rejected under 35 USC §112, 2 nd paragraph. It is 
alleged that the claimed methods are incomplete in that they allegedly omit essential 
steps. It is believed that this rejection also is overcome by the within amendments. The 
claims have been amended to clarify and further define the steps of the methods 
recited. Withdrawal of the rejection under 35 USC §112, 1 st paragraph, is therefore 
requested. 

In view of the above amendments and remarks, Applicant believes the 
pending application is in condition for immediate allowance. 
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